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f onnulae (I) to (VI), &om 5 to 25% by weight of hy droxypropyl methyl cellulose,^) Claims 11 and 
20 have been revised conespondingly, Qaim 4 has been amended to include the requirements of 
Claim 5, and Claims 15 and 16 have been amended to depend i^n Oaims 14 and 4, respectively, 
for proper antecedent basis. No new matter has been added* 

The Examiner rejected Clainjs 1, 2, 4 and 6 to 25 under 35 U.S.C. §I03(a) as being unpatent- 
able in light of the teaching of Andries et oL (US 6,197,779) when considered in view of the disclosures 
of Goemetai (VS4,SQ1,460), of NakamichietaL (US 5,456,923), of Sasatani et al. (VS 5^76,76^), 
and of Takada (US 5,350,741). In particular, the Examiner pointed out 

ihaXAndries etal, tau^t HIV inhibiting pyrimidine derivatives as encompassed by applicants' 

formula (I) and that the respective compounds could be formulated into a variety of oonven- 

tional dosage forms; 

that Goertz etal. taught solid pharmaceutical dosage forms comprising homo- or copolymers 
of N-vinylpyrrolidone as a carrier, and in which the pharmaceutical agent was present in form 
of a solid solution; 

that Nakamicki ^al. taught hydroxypropyl methyl cellulose as beingequally useful as a solid 

ceutier as homo- or copolymers of N-vinylpyrrolidone; and 
- that both Sasatani et al. and Thkada taught that polyethylene glycol castor oil ester and citric 

acid were known excipients. 
The Examiner argued that it would have been prima facie obvious for a person of ordinary skill in 
the art, based on the information conveyed by the references, to formulate the compounds of Aiwirf^5 
etal, in the manner required in accordance with applicants' claims. Favorable reconsideration of tixe 
Examiner's position and withdrawal of the respective rejection is respectfully solicited in li^^t of 
the foUowing remarks. 

As explained by the Court in Inre Antonie the *Hnvention as a whole"* which is referencol in 
35 U.S,C 103(a) encompasses not only the elements or features which axe ^dfically recited in the 
clarais but also the pr<^>erties which are inherent hi the recited elements:^) 

Indeterndningwhether the invention as awhoU UiS.C. 103, 

we must first delineate the invention as a whole. In delineating the invention as a whole, we 
look not only to the subject matter which is literally recited in the claim in question. . . but t^lso 
to those properties of the subject matter which are inherent in the subject mauer mid are dis- 
closed in the specification... Just as we look to a chemical and its properties when we examine 
the obviousness of a composition of matter claim, it is this invention as a whole, and not some 
part of it, which must be obvious under 35 103. 



2) Cf, page 12, indicated lines 43 to 45, of the ^plication. 

3) /nne^ntoni(f,5S9F^618.620,195U$PQ6,8(CCPA1977);emphastt AVAILABLE COPY 
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Applicants' data as set foffli in Tables 1 and 2 of the application'^) illustrate that the particular com- 
bination of constitnents which is jcequked in accordance with applicdjats' claims conveys to the par- 
ticles specific sustained release properties. Applicants are currently preparing a Declaration setting 
forth data which further illustrate the sostabed release properties of the particles referenced in the 
claims presented herewith* These special release properties could not reasonably be expected in light 
of the prior art; 

As pointed out by the Examiner, Nakamichi etoL teaches that hydroxypropyl methyl cellulose 
is a solid carrier which is equivalent to homo- or copolymers of N-vinylpyrrolidone. The disclosure 
of Nakamichi et al. therefore fails to suggest or imply that the incorporation of certain amounts of 
hydroxypropyl methyl cellulose into a polymer matrix consisting of homo- or copolymers of N-vi- 
nylpyrrolidone vsMdi comprises an active ingredient in accordance with ^licants' formulae (I) to 
(VI) as a solid dispersion would convey to the respective dosage form release properties which dis- 
tincfly differ firom the release {ffoperties of a dosage form which lacks the hydroxypropyl methyl cel- 
lulose constituent The respective properties of the particular combination of constituents is also nei- 
ther taught nctf suggested by any one of the other references relied xipon by the Examiner. 

Andries et a/, merely generally address dosage forms without, however, providing information 
concerning means which can be employed to control the release properties of such dosage forms. 
According to the disclosure of Goerti et ai., a control of the release properties of the dosage forms 
based iq>on N-vinylpyirolidone polymers is achieved either by varying the type and the amount of 
the comonomer(s) incorporated into the N-vinylpyrrolidone polymfer,^ or by providing the dosage 
form with a coating.^) Sasatani et at mention hydroxypropyl metiiyl cellulose among rq)rcscnta- 
tives of water soluble polymers,'^) and the disclosure of Takada neither mentions hydroxypropyl 
methyl cellulose nor means to adiieve sustained release properties in a dosage form, 

Inli^tof the referenced art, and in particular the disclosures of GoerteeTfl/zand of A^^^ 
et aL, a person of ordinary skill in the art would therefore not reasonably expect that the incorporaticm 
of certain amounts of hydroxypropyl methyl cellulose into a polymer matrix consisting of a homo- 
or copolymer of N-vinylpyrrolidone comprising an active ingredient in accordance with afppUcfflits' 
formulae (I) to (VI) asasoUddispersion would provide for a sustained release of the respective active 
ingredient As such, the refereiiced art clearly fails to render the invention which is defined in applir 
cants* Claims 1, 2, 4, 6 to 8, 10 to 16 and 20 to 25 05 d whole prima fade obvious as is required for 
a finding that a claimed invention is unpatentable under Section 103(a). It is therefore respectfiilly 
requested that the rejection under Section 103(a) based on the teadung oi Andries e< at. and the dis- 



4) CL eg. l^les 1 dod 2 on pages 14 and 15 of tbe appiicadon. 

5) Cf, col 5, indicated lines 22 to 37» of US 4,801,460. 

6) Cf. col. 5, indicated lines 49 to 57, of US 4,801,460. 

7) Cf. dol. 5, iddH»ted tines 36 to 45, of 5,876 J60. 
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closures of Goertz etal.^ of Nakamichi etal,, of Sosaktni etal., and of rafawfabewithdrawL Favor- 
able actioa is respectfully solicited. 

Request fdr p yrRNsioN of Time: 

It is respectfally requested that a one montibi extension of time be granted in tlus case. The re- 
spective 5l2a<?0 fee is paid by credit card (Fonn PTO-2038 enclosed). 

Please charge any Mortage in fees due in connection with the filing of this paper^ inchiding 
Extenaon of Time fees, to Deposit Account No. 14.1437. Please CTedit any excess fees to snch de- 
posit account. 

Respectfully submitted, 

Novak Druce DeLuca & QuiGG, LLP 



Jason D. Voight 
Reg. No. 42,205 



1300 Eye Street, N;W. 
Suite 400 East Tower 
Washington, D.C. 20005 
(202)659-0100 

EncL: ClAJM AMENDMENTS (Appendix I) 
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